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TABLE 1.—LIST OF SAFETY AND EFFECTIVENESS SUMMARIES FOR APPROVED PMA’S MADE AVAILABLE APRIL 1, 1999,
THROUGH JUNE 30, 1999

PMA Number/Docket No. Applicant Trade Name Approval Date

P870072(S5)/99M–1521 Thoratec Laboratories
Corp.

Thoratec Ventricular
Assist Device

May 21, 1998

P970061/99M–1980 Boston Scientific–
SCIMED

SCIMED Radius Coro-
nary Stent with Deliv-
ery System

July 16, 1998

P980001/99M–1696 Boston Scientific Corp. NIR ONTM RangerTM

Premounted Stent
System

August 11, 1998

P970024/99M–1981 Angeion Corp. Defibrillator (ICD) Sys-
tem and the
AngeflexTM

Defibrillation Lead
System

August 19, 1998

P980009/99M–2028 Boston Scientific Corp. Magic Wallstent
Endoprothesis

September 29, 1998

P920014(S7)/99M–1520 Thermo Cardiosystems,
Inc.

Heartmate VE LVAS September 29, 1998

P960006/99M–1982 Guidant Corp. Sweet Tip Rx Steroid
Eluting Lead

October 2, 1998

H980005/99M–0150 NeuroControl Corp. VOCARE Bladder Sys-
tem

December 28, 1998

H980008/99M–0255 NeuroControl Corp. VOCARE Bladder Sys-
tem

February 19, 1999

P980003/99M–2016 Cardiac Pathways Corp. Chilli Cooled RF Abla-
tion System

February 2, 1999

P980037/99M–2015 Possis Medical, Inc. Angiojet Rheolytic
Thrombectomy LF140

March 12, 1999

P850020(S11)/99M–0871 Cypress Bioscience, Inc. ProsorbaTM Column March 15, 1999
P920023(S7)/99M–0870 American Medical Sys-

tems, Inc.
Urolume Endoprosthesis March 29, 1999

P960016/99M–1851 Daig Corp. Radio Frequency–Pow-
ered Cardiac Catheter
Ablation System

May 4, 1999

Dated: November 24, 1999.
Linda S. Kahan,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 99–31697 Filed 12–7–99; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is publishing a
list of premarket application (PMA)
approvals. This list is intended to
inform the public of the availability of
safety and effectiveness summaries of
approved PMA’s through the Internet
and the agency’s Dockets Management
Branch.

ADDRESSES: Summaries of safety and
effectiveness are available on the
Internet at http://www.fda.gov/cdrh/
pmapage.html. Copies of summaries of
safety and effectiveness are also
available by submitting a written
request to the Dockets Management
Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Please cite
the appropriate docket number as listed
in Table 1 in the SUPPLEMENTARY
INFORMATION section of this document
when submitting a written request.
FOR FURTHER INFORMATION CONTACT:
Kathy M. Poneleit, Center for Devices
and Radiological Health (HFZ–402),
Food and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301–594–2186.
SUPPLEMENTARY INFORMATION: In the
Federal Register of January 30, 1998 (63
FR 4571), FDA published a final rule to
revise §§ 814.44(d) and 814.45(d) (21
CFR 814.44(d) and 814.45(d)) to
discontinue publication of individual
PMA approvals and denials in the
Federal Register. Revised §§ 814.44(d)
and 814.45(d) state that FDA will notify
the public of PMA approvals and
denials by posting them on FDA’s home
page on the Internet at http://
www.fda.gov; by placing the summaries

of safety and effectiveness on the
Internet and in FDA’s Dockets
Management Branch; and by publishing
in the Federal Register after each
quarter a list of available safety and
effectiveness summaries of approved
PMA’s and denials announced in that
quarter.

FDA believes that this procedure
expedites public notification of these
actions because announcements can be
placed on the Internet more quickly
than they can be published in the
Federal Register, and FDA believes that
the Internet is accessible to more people
than the Federal Register.

In accordance with section 515(d)(3)
of the Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 360e(d)(3)),
notification of an order approving,
denying, or withdrawing approval of a
PMA will continue to include a notice
of opportunity to request review of the
order under section 515(g) of the act.
The 30-day period for requesting
reconsideration of an FDA action under
§ 10.33(b) (21 CFR 10.33(b)) for notices
announcing approval of a PMA begins
on the day the notice is placed on the
Internet. Section 10.33(b) provides that
FDA may, for good cause, extend this
30-day period. Reconsideration of a
denial or withdrawal of approval of a
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PMA may be sought only by the
applicant; in these cases, the 30-day
period will begin when the applicant is
notified by FDA in writing of its
decision.

The following is a list of approved
PMA’s for which summaries of safety
and effectiveness were placed on the
Internet in accordance with the
procedure explained previously from
July 1, 1999, through September 30,

1999. There were no denial actions
during this period. The list provides the
manufacturer’s name, the product’s
generic name or the trade name, and the
approval date.

TABLE 1.— LIST OF SAFETY AND EFFECTIVENESS SUMMARIES FOR APPROVED PMA’S MADE AVAILABLE JULY 1, 1999,
THROUGH SEPTEMBER 30, 1999

PMA No./Docket No. Applicant Trade Name Approval Date

P930016(S5)/99M–0293 Visx, Inc. Visx Excimer Laser System Mod-
els ‘‘B’’

January 29, 1998

P970032/99M–2168 BIEX, Inc. SalEstTM System April 29, 1998
P950015/99M–2672 PLC Medical Systems, Inc. The Heart LaserTM CO2 Laser

System for Transmyocardial
Revascularization

August 20, 1998

P980012/99M–2605 Baxter Healthcare Corp. Novacor LVAS September 29, 1998
P980035/99M–2671 Medtronic, Inc. Medtronic KappaTM 700/600

Series Pulse Generators and
Model 9953 Software

January 29, 1999

P970029/99M–2238 Eclipse Surgical Technologies,
Inc.

TMR Holmium Laser System February 11, 1999

P980031/99M–1167 KeraVision, Inc. ICRS (Intrastromal Corneal Ring
Segments)

April 9, 1999

P970004(S4)/99M–1306 Medtronic, Inc. Medtronic Interstim Contenence
Control System

April 15, 1999

P970033/99M–1073 TransScan Medical, Inc. T–Scan 2000 April 16, 1999
P980046/99M–2143 Home Access Health Corp. Hepatitis C CheckSM/Express April 28, 1999
D970003/99M–2606 Guidant Corp. Guidant PULSARTM/PULSAR

MaxTM
June 3, 1999

P980022/99M–2169 Minimed Technologies, Inc. Continuous Glucose Monitoring
System

June 15, 1999

P970018/99M–2144 AutoCyte, Inc. AutoCyte Prep System June 17, 1999
P950021(S1)/99M–2748 Bayer Corp. Bayer Immuno 1TM PSA Assay June 25, 1999
P980052/99M–2551 TMJ Concepts TMJ Concepts Patient–Fitted TMJ

Reconstruction Prosthesis
July 2, 1999

H990004/99M–4134 Nitinol Medical Technologies, Inc. CardioSEAL Septal Occlusion
System

September 8, 1999

Dated: November 24, 1999.
Linda S. Kahan,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 99–31699 Filed 12–7–99; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance entitled
‘‘Compliance Guidance: The
Mammography Quality Standards Act
Final Regulations Document #3.’’ This

draft guidance document is intended to
assist facilities and their personnel to
implement the Mammography Quality
Standards Act of 1992 (the MQSA).
DATES: Written comments concerning
this draft guidance must be received by
March 8, 2000.
ADDRESSES: Submit written requests for
single copies on a 3.5′ diskette of the
draft guidance document entitled
‘‘Compliance Guidance: The
Mammography Quality Standards Act
Final Regulations Document # 3’’ to the
Division of Small Manufacturers
Assistance (HFZ–220), Center for
Devices and Radiological Health, Food
and Drug Administration, 1350 Piccard
Dr., Rockville, MD 20850. Send two self-
addressed adhesive labels to assist that
office in processing your request, or fax
your request to 301–443–8818. See the
SUPPLEMENTARY INFORMATION
section for information on electronic
access to the draft guidance.

Submit written comments concerning
this draft guidance to the Dockets
Management Branch (HFA–305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Charles A. Finder, Center for Devices
and Radiological Health (HFZ–240),
Food and Drug Administration, 1350
Piccard Dr., Rockville, MD 20850, 301–
594–3332.
SUPPLEMENTARY INFORMATION:

I. Background

The MQSA was passed on October 27,
1992, to establish national quality
standards for mammography. After
October 1, 1994, the MQSA required all
mammography facilities, except
facilities of the U.S. Department of
Veterans Affairs, to be accredited by an
approved accreditation body and
certified by the Secretary of Health and
Human Services (the Secretary). The
authority to approve accreditation
bodies and to certify facilities was
delegated to FDA by the Secretary to
FDA. On October 28, 1997, FDA
published the MQSA final regulations
in the Federal Register. The final
regulations became effective April 28,
1999, and replaced the interim
regulations (58 FR 67558 and 58 FR
67565). Development of this draft
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